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§822.4

(1) Specific guidance means guidance
that provides information regarding
postmarket surveillance for specific
types or categories of devices or spe-
cific postmarket surveillance issues.
This type of guidance may be used to
supplement general guidance and may
address such topics as the type of sur-
veillance approach that is appropriate
for the device and the postmarket sur-
veillance question, sample size, or spe-
cific reporting requirements.

(m) Surveillance question means the
issue or issues to be addressed by the
postmarket surveillance.

(n) Unforeseen adverse event means
any serious adverse health consequence
that either is not addressed in the la-
beling of the device or occurs at a rate
higher than anticipated.

(o) Unique device identifier (UDI)
means an identifier that adequately
identifies a device through its distribu-
tion and use by meeting the require-
ments of §830.20 of this chapter. A UDI
is composed of:

(1) A device identifier—a mandatory,
fixed portion of a UDI that identifies
the specific version or model of a de-
vice and the labeler of that device; and

(2) A production identifier—a condi-
tional, variable portion of a UDI that
identifies one or more of the following
when included on the label of the de-
vice:

(i) The lot or batch within which a
device was manufactured;

(ii) The serial number of a specific
device;

(iii) The expiration date of a specific
device;

(iv) The date a specific device was
manufactured.

(v) For an HCT/P regulated as a de-
vice, the distinct identification code
required by §1271.290(c) of this chapter.

[67 FR 38887, June 6, 2002, as amended at 78
FR 55823, Sept. 24, 2013]

§822.4 Does this part apply to me?

If we have ordered you to conduct
postmarket surveillance of a medical
device under section 522 of the act, this
part applies to you. We have the au-
thority to order postmarket surveil-
lance of any class II or class III med-
ical device, including a device reviewed
under the licensing provisions of sec-
tion 351 of the Public Health Service
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Act, that meets any of the following
criteria:

(a) Failure of the device would be
reasonably likely to have serious ad-
verse health consequences;

(b) The device is intended to be im-
planted in the human body for more
than 1 year; or

(c) The device is intended to be used
to support or sustain life and to be
used outside a user facility.

Subpart B—Notification

§822.5 How will I know if I must con-
duct postmarket surveillance?

We will send you a letter (the
postmarket surveillance order) noti-
fying you of the requirement to con-
duct postmarket surveillance. Before
we send the order, or as part of the
order, we may require that you submit
information about your device that
will allow us better to define the scope
of a surveillance order. We will specify
the device(s) subject to the surveil-
lance order and the reason that we are
requiring postmarket surveillance of
the device under section 522 of the act.
We will also provide you with any gen-
eral or specific guidance that is avail-
able to help you develop your plan for
conducting postmarket surveillance.

§822.6 When will you notify me that I
am required to conduct postmarket
surveillance?

We will notify you as soon as we have
determined that postmarket surveil-
lance of your device is necessary, based
on the identification of a surveillance
question. This may occur during the
review of a marketing application for
your device, as your device goes to
market, or after your device has been
marketed for a period of time.

§822.7 What should I do if I do not
agree that postmarket surveillance
is appropriate?

(a) If you do not agree with our deci-
sion to order postmarket surveillance
for a particular device, you may re-
quest review of our decision by:

(1) Requesting a meeting with the Di-
rector, Office of Surveillance and Bio-
metrics, who generally issues the order
for postmarket surveillance;
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